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DETAILED ACTION 

Claim 14 has been cancelled. 

Election/Restrictions 

Applicant's election without traverse of Group II, claims 6-10 and 12, in the reply filed 
on 9/20/07 is acknowledged. 

Claims 1-5, 11, 13, and 15-24 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b) as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Election was made without traverse in the reply filed on 9/20/07. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode- 
contemplated by the inventor of carrying out his invention. 

Claims 9 and 12 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for isolated host cells and producing the human HER2/neu 
protein in said isolated cells, does not reasonably provide enablement for transgenic plants and 
animals. The specification does not enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and use the invention commensurate in scope 
with these claims. 

Claims 9 and 12 do not indicate that the host cells are isolated or in culture. As such, the 
claims encompass transgenic animals and plants and production of the human HER2/neu protein 
therein. The specification does not have any disclosure regarding making and using such 
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transgenic plants and animals and it is not considered to be so predictable that one of ordinary 
skill in the art would have been able to make and use such organisms. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 6-10 and 12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Cheever et al. (U.S. Patent No. 5,69,445) in view of Foy et al. (2001), Ikemura et al. (1985), and 
Nakamura et al. (1999). 

Cheever et al. (U.S. Patent No. 5,869,445) discloses amino acid sequence SEQ ID NO: 2 
which contains the instant SEQ ID NO: 14. Cheever et al. also discloses SEQ ID NO: 1 which 
encodes this protein. At column 9, lines 43-51, Cheever et al. discloses modifying the nucleic 
acid sequence to employ codon bias for recombinant production of the protein in a desired host. 
Vectors, hosts, and methods of production are disclosed. Foy et al. (2001) discloses the value of 
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human DNA vaccines for Her2/neu. Thus, it would have been obvious to use human codons for 
the sequence of Cheever et al. Ikemura et al. (1985) and Nakamura (1999) demonstrate that 
codon usage in different species would have been well known to those of ordinary skill in the art. 
The well known purpose of codon optimization would have been to achieve high level 
expression. While the art does not teach the specific sequence of SEQ ID NO: 9 (see claim 7), 
all codon optimized sequences would have been obvious. The combination of familiar elements 
according to known methods is likely to be obvious when it does no more than yield predictable 
results. The skilled artisan would have had reason to try this methodology with the reasonable 
expectation of success. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marianne P. Allen whose telephone number is 571-272-0712. 
The examiner can normally be reached on Monday-Friday, 5:30 am - 2:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Manjunath N. Rao can be reached on 571-272-0939. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Marianne P. Allen/ 

Primary Examiner, Art Unit 1647 

mpa 



